AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Food and Drug Administration, HHS

the Food and Drug Administration’s
Freedom of Information Public Room:

(1) A numerical listing of all new
drug applications and abbreviated new
drug applications approved since 1938,
showing the NDA number, the trade
name, the applicant, the approval date,
and, where applicable, the date the ap-
proval was withdrawn and the date the
Food and Drug Administration was no-
tified that marketing of the product
was discontinued.

(2) A numerical listing of all new
drug applications and abbreviated new
drug applications approved since 1938
which are still approved, showing the
same information as is specified in
paragraph (a)(1) of this section except
that it does not show a withdrawal
date.

(3) A listing of new drug applications,
abbreviated new drug applications,
which were approved since 1938 and
which are still approved, covering mar-
keted prescription drug products ex-
cept prescription drug products covered
by applications deemed approved under
the Drug Amendments of 1962 and not
yvet determined to be effective in the
Drug Efficacy Study Implementation
program. The listing includes the name
of the active ingredient, the type of
dosage form, the route of administra-
tion, the trade name of the product,
the name of the application holder, and
the strength or potency of the product.
The listing also includes, for each ac-
tive ingredient in a particular dosage
form for which there is more than one
approved application, an evaluation of
the therapeutic equivalence of the drug
products covered by such applications.

(b) Other computer printouts con-
taining IND and NDA information are
available to the extent that they do
not reveal data or information prohib-
ited from disclosure under §§20.61,
312.130, and 314.430 of this chapter.

[42 FR 15616, Mar. 22, 1977, as amended at 45
FR 72608, Oct. 31, 1980; 46 FR 8457, Jan. 27,
1981; 54 FR 9038, Mar. 3, 1989; 64 FR 399, Jan.
5, 1999]

§20.118 Advisory committee records.

All advisory committee records shall
be handled in accordance with the rules
established in parts 10, 12, 13, 14, 15, 16,
and 19 of this chapter.

§20.120

§20.119 Lists of names and addresses.

Names and addresses of individuals in
Food and Drug Administration records
shall not be sold or rented. Names and
addresses shall not be disclosed if dis-
closure is prohibited as a clearly un-
warranted invasion of personal privacy,
e.g., lists of names and home addresses
of Food and Drug Administration em-
ployees, which shall not be disclosed
under §20.110.

§20.120 Records available in Food and
Drug Administration Public Read-
ing Rooms.

(a) The Freedom of Information Staff
and the Division of Dockets Manage-
ment Public Reading Room are located
at the same address. Both are located
in rm. 1061, 5630 Fishers Lane, Rock-
ville, MD 20852. The telephone number
for the Division of Docket Management
is 301-827-6860; the telephone number
for the Freedom of Information Staff’s
Public Reading Room is located at the
address on the agency’s web site at
hitp://www.fda.gov. Both public reading
rooms are open from 9 a.m. to 4 p.m.,
Monday through Friday, excluding
legal public holidays.

(b) The following records are avail-
able at the Division of Freedom of In-
formation Public Reading Room:

(1) A guide for making requests for
records or information from the Food
and Drug Administration;

(2) Administrative staff manuals and
instructions to staff that affect a mem-
ber of the public;

(3) Food and Drug Administration
records which have been released to
any person in response to a Freedom of
Information request and which the
agency has determined have become or
are likely to become the subject of sub-
sequent requests for substantially the
same records;

(4) Indexes of records maintained in
the Division of Freedom of Information
Public Reading Room; and

(5) Such other records and informa-
tion as the agency determines are ap-
propriate for inclusion in the public
reading room.

(c) The following records are avail-
able in the Division of Dockets Man-
agement’s Public Reading Room:

(1) Final opinions, including concur-
ring and dissenting opinions, as well as
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